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2. Device Details

2.1 Device Name: Laparoscopic Robotic Sponge

2.2 Device Description: X-ray detectable gauze balls

2.3 Device Product Code: 20062

2.4 Device Manufacturer: Kingstar industries (Wuhan) Co., LTD, No 5 Xiaoxiangxi Road, Jinyinhu District, 430040, Wuhan
city, Hubei Province, People’s Republic of China.

2.5 Distributor: GS Medical LTD, Unit 24 /25, Grattan Business Park, Clonshaugh Business & Technology Park, Dublin,
Ireland D17 TK25

3. Indications
X-ray Detectable gauze balls are intended to be used inside the body or a surgical incision or applied to internal organs or
structures to control bleeding, absorb fluid, or protect organs or structures from abrasion, drying or contamination.

e Applicable people: all adults and children.

e Applicable site: operation wounds, injuries to the skin.

e Allowable contact with the human body: Direct Contact

e Indications: surgical operations or wounds/injuries.

e Using conditions: operation or injury

4. Warnings
4.1 Do not use if primary packaging is damaged or opened.

5. Precautions:

5.1 Inspect the sterile packaging carefully. Do not use if the packaging appears damaged or the contents appear damaged.
5.2 Do not use if the expiry date has passed.

5.3 Count the number of devices in the pack before and after use in a surgical procedure.

5.4 Examine the device carefully before use, to ensure that there is no foreign body or contamination present. 5.5 Examine
carefully after use to ensure its integrity remains intact.

5.6 Use caution when using sharp instruments so as not to snag or cut the device during use.

5.7 Take care, not to use excessive force when removing the device after use.

6. Sterility
The Robotic sponge is intended to be used for single use only, do not re-use and do not re-sterilize.

7. Warranty

Suitability for use of this device for any surgical procedure should be determined by the user in conformance with the
manufacturer’s instructions for use. There are no warranties that extend beyond the description on the face hereof.
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